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the blend shall be in the range of 4-14 or 30—
70.

Ethylene dichloride.

Polyglyceryl phthalate ester of coconut oil
fatty acids.

a-[p-(1,1,3,3-Tetramethylbutyl) phenyl]-
omega-hydroxypoly(oxyethylene) produced
by the condensation of 1 mole of p-(1,1,3,3-
tetramethylbutyl) phenol with an average of
4-14 or 30-70 moles of ethylene oxide; if a
blend of products is used, the average num-
ber of moles of ethylene oxide reacted to
produce any product that is a component of
the blend shall be in the range of 4-14 or 30—
70.

o-[p-(1,1,3,3-Tetramethylbutyl) phenyl]-
omega-hydroxypoly(oxyethylene) produced
by the condensation of 1 mole of p-(1,1,3,3-
tetramethylbutyl) phenol with 1 mole of
ethylene oxide.

Sodium acrylate and acrylamide copoly-
mer with a minimum average molecular
weight of 10,000,000 in which 30 percent of the
polymer is comprised of acrylate units and 70
percent acrylamide units, for use as a drift
control agent in herbicide formulations ap-
plied to crops at a level not to exceed 0.5
ounces of the additive per acre.

§172.712 1,3-Butylene glycol.

The food additive 1,3-butylene glycol
(CAS Reg. No. 107-88-0) may be safely
used in food in accordance with the fol-
lowing prescribed conditions:

(a) It is prepared by the aldol con-
densation of acetaldehyde followed by
catalytic hydrogenation.

(b) The food additive shall conform
to the identity and specifications listed
in the monograph entitled ‘1,3-Butyl-
ene Glycol” in the Food Chemicals
Codex, 4th ed. (1996), p. 52, which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
Copies are available from the Office of
Premarket Approval, Center for Food
Safety and Applied Nutrition, 5100
Paint Branch Pkwy., College Park, MD
20740, or may be examined at the Cen-
ter for Food Safety and Applied Nutri-
tion’s Library, Food and Drug Admin-
istration, 5100 Paint Branch Pkwy.,
College Park, MD 20740, or at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on
the availability of this material at
NARA, call 202-741-6030, or go to: http:/
www.archives.gov/federal register/
code of federal regulations/
ibr locations.html.

(c) It is used in the manufacture of
sausage casings as a formulation aid as
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defined in §170.3(0)(14) of this chapter
and as a processing aid as defined in
§170.3(0)(24) of this chapter.

[62 FR 26228, May 13, 1997]

§172.715 Calcium lignosulfonate.

Calcium lignosulfonate may be safely
used in or on food, subject to the provi-
sions of this section.

(a) Calcium lignosulfonate consists of
sulfonated lignin, primarily as calcium
and sodium salts.

(b) It is used in an amount not to ex-
ceed that reasonably required to ac-
complish the intended physical or tech-
nical effect when added as a dispersing
agent and stabilizer in pesticides for
preharvest or postharvest application
to bananas.

§172.720 Calcium lactobionate.

The food additive calcium
lactobionate may be safely used in food
in accordance with the following pre-
scribed conditions:

(a) The food additive is the calcium
salt of lactobionic acid (4-(B,D-
galactosido)-D-gluconic acid) produced
by the oxidation of lactose.

(b) It is used or intended for use as a
firming agent in dry pudding mixes at
a level not greater than that required
to accomplish the intended effect.

§172.723 Epoxidized soybean oil.

Epoxidized soybean oil may be safely
used in accordance with the following
prescribed conditions:

(a) The additive is prepared by react-
ing soybean o0il in toluene with hydro-
gen peroxide and formic acid.

(b) It meets the following specifica-
tions:

(1) Epoxidized soybean oil contains
oxirane oxygen, between 7.0 and 8.0 per-
cent, as determined by the American
0il Chemists’ Society (A.0.C.S.) meth-
od Cd 9-57, ‘“‘Oxirane Oxygen,”’ re-
approved 1989, which is incorporated by
reference in accordance with 5 U.S.C
562(a) and 1 CFR part 51. Copies are
available from the American Oil Chem-
ists’ Society, P. O. Box 3489, Cham-
paign, IL 61826-3489, or may be exam-
ined at the Division of Petition Control
(HFS-215), Center for Food Safety and
Applied Nutrition, Food and Drug Ad-
ministration, 1110 Vermont Ave. NW.,



Food and Drug Administration, HHS

suite 1200, Washington, DC, or at the
National Archives and Records Admin-
istration (NARA). For information on
the availability of this material at
NARA, call 202-741-6030, or go to: http./
www.archives.gov/federal register/

code of federal regulations/

ibr locations.html.

(2) The maximum iodine value is 3.0,
as determined by A.O0.C.S. method Cd
1-25, “‘Iodine Value of Fats and Oils
Wijs Method,” revised 1993, which is in-
corporated by reference in accordance
with 5 U.S.C. 552(a) and 1 CFR part 51.
The availability of this incorporation
by reference is given in paragraph
(b)(1) of this section.

(3) The heavy metals (as Pb) content
cannot be more than 10 parts per mil-
lion, as determined by the ‘‘Heavy Met-
als Test,” of the ‘“‘Food Chemicals
Codex,”” 4th ed. (1996), pp. 760-761, Meth-
od II (with a 2-gram sample and 20
microgram of lead ion in the control),
which is incorporated by reference in
accordance with 5 U.S.C. 552(a) and 1
CFR part 51. Copies are available from
the National Academy Press, Box 285,
2101 Constitution Ave. NW., Wash-
ington, DC 20055 (Internet address
hitp://www.nap.edu), or may be exam-
ined at the Center for Food Safety and
Applied Nutrition’s Library, Food and
Drug Administration, 5100 Paint
Branch Pkwy., College Park, MD 20740,
or at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or
go to: hitp://www.archives.gov/
federal register/
code of federal regulations/
ibr__locations.html.

(c) The additive is used as a halogen
stabilizer in brominated soybean oil at
a level not to exceed 1 percent.

[60 FR 32903, June 26, 1995, as amended at 64
FR 1759, Jan. 12, 1999]

§172.725 Gibberellic acid and its po-
tassium salt.

The food additives gibberellic acid
and its potassium salt may be used in
the malting of barley in accordance
with the following prescribed condi-
tions:

(a) The additives meet the following
specifications:
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(1) The gibberellic acid is produced
by deep-culture fermentation of a suit-
able nutrient medium by a strain of
Fusarium moniliforme or a selection of
this culture.

(2) The gibberellic acid produced is of
80 percent purity or better.

(3) The empirical formula of
gibberellic acid is represented by
C1oH2:06.

(4) Potassium gibberellate is the po-
tassium salt of the specified gibberellic
acid.

(5) The potassium gibberellate is of 80
percent purity or better.

(6) The gibberellic acid or potassium
gibberellate may be diluted with sub-
stances generally recognized as safe in
foods or with salts of fatty acids con-
forming to §172.863.

(b) They are used or intended for use
in the malting of barley under condi-
tions whereby the amount of either or
both additives present in the malt is
not in excess of 2 parts per million ex-
pressed as gibberellic acid, and the
treated malt is to be used in the pro-
duction of fermented malt beverages or
distilled spirits only, whereby the fin-
ished distilled spirits contain none and
the finished malt beverage contains
not more than 0.5 part per million of
gibberellic acid.

(c) To insure the safe use of the food
additives the label of the package shall
bear, in addition to the other informa-
tion required by the Act:

(1) The name of the additive,
“gibberellic acid” or ‘‘potassium
gibberellate’’, whichever is appro-
priate.

(2) An accurate statement of the con-
centration of the additive contained in
the package.

(3) Adequate use directions to provide
not more than 2 parts per million of
gibberellic acid in the finished malt.

(4) Adequate labeling directions to
provide that the final malt is properly
labeled as described in paragraph (d) of
this section.

(d) To insure the safe use of the addi-
tive the label of the treated malt shall
bear, in addition to the other informa-
tion required by the Act, the state-
ments:

(1) ““Contains not more than 2 parts
per million ., the blank being
filled in with the words ‘‘gibberellic
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